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Disposition of Claims 

4) ^ Claim(s) 54-60,62,66 and 67 is/are pending in the application. 
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Detailed Action 

1 . The text of those sections of Title 35, U.S. Code not included in this action can be 
found in a prior Office action. 

2. Applicants' amendment filed on 1 1-03-2008 has been entered. 

3. Status of claims. Claims 54-60, 62, 66 and 67 are pending. Claims 66 and 67 have 
been added by Applicants' amendment filed on 1 1-03-2008. A complete reply to 
the final rejection must include cancellation of nonelected claims or other 
appropriate action (37 CFR 1.144) See MPEP § 821.01. 

4. Therefore, claims 54-60, 62, 66 and 67 are currently being examined to which the 
following grounds of rejection are applicable. 

Response to arguments 

Rejections maintained in response to Applicant arguments or amendments 

Claim Rejections - 35 USC § 103 

Claims 54-60 and 62 remain rejected and new claims 66 and 67 are rejected under 
35 USC § 103 as being unpatentable over Badylak et al., (US Patent No. 6,099,567, 
effective priority filing date, 10 December 1996) in view of Stinson et al, (US 
2004/01 1 1 149 Al, Date of filing August 1, 1997). 

In addition to the issues of rejection discussed in the previous office action of 
07-02-2008, new claim 66 raises rejection issues in relation to the collagenous 
biomaterial being in a lyophilized form and new claim 67, a product-by-process claim, 
raises rejection issues in so far as limiting the localization of the radiopaque marker 
between a first layer and a second layer of a multilayer. 
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In so far as the formulation of the implantable biomaterial in a lyophilized form 
(e.g., a freeze-dry procedure), Badylak et al., at column 3, lines 20-37, describes that the 
submucosa tissue is grinded in a frozen or freeze-dried state. Moreover, Badylak 
contemplates the use of powder forms of stomach submucosa prepared by pulverizing 
stomach submucosal tissue under liquid nitrogen to produce particles which are then 
lyophilized overnight (col. 3, liens 39-45)(Current claim 66). 

In relation to the location of the radiopaque marker localized between the first and 
second layer of the multilayer biomedical device, Badylak et al, discloses that the 
stomach submucosa composition can be folded or partially everted to provide multiple 
layers for gripping, for example, with spiked washers or staples (col. 5. lines 50-55) or 
" multiple strips/pieces of stomach submucosa can be overlapped and compressed, under 
conditions allowing dehydration of the tissue, to fuse the strips/pieces of the stomach 
submucosal tissue into a unitary multi-laminate construct (col. 6, lines 4-7). Stinson 
complements the teachings of Badylak by disclosing bioabsorbable radiopaque markers 
for use on an implantable biomaterial such as endoprosthesis, e.g., stents and grafts, in 
order to improve radiopacity and visualize the passage and placement of the 
endoprosthesis (p. 1, paragraphs [0002]-[0007]). Moreover, Stinson et al, discloses that 
bioabsorbable-radiopaque markers should be of sufficient thickness to provide sufficient 
radiopacity for imaging and may have one or more hollow, cavity, or porous portions 
wherein radiopaque material may be disposed (p. 2, paragraph [0021]). Additionally, 
Stinson teaches that is preferable to use small amounts of the radiopaque substances in 
the implant by incorporating the discrete bioabsorbable-radiopaque marker rather than to 
load the entire implant with the radiopaque material (p. 2, paragraph 20). Note the 
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radiopaque collagenous biomaterial device of claim 67 is claimed as a product-by- 
process. "[E]ven though product-by-process claims are limited by and defined by the 
process, determination of patentability is based on the product itself. The patentability of 
a product does not depend on its method of production. If the product in the product-by- 
process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process." In re 
Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985) (citations omitted) 
(Claim was directed to a Novolac color developer. The process of making the developer 
was allowed. The difference between the inventive process and the prior art was the 
addition of metal oxide and carboxylic acid as separate ingredients instead of adding the 
more expensive pre-reacted metal carboxylate. The product-by-process claim was 
rejected because the end product, in both the prior art and the allowed process, ends up 
containing metal carboxylate. The fact that the metal carboxylate is not directly added, 
but is instead produced in-situ does not change the end product). Furthermore, since the 
U.S. Patent and Trademark Office is not equipped to manufacture products by the myriad 
of processes put before it and then obtain prior art products and make comparisons 
therewith, a lesser burden of proof is required to make out a case of prima facie 
anticipation/obviousness for product-by-process claims because of their peculiar nature 
than when a product is claimed in the conventional manner. MPEP 2113. Where the 
claimed and prior art products are identical or substantially identical in structure or 
composition, or are produced by identical or substantially identical processes, a prima 
facie case of either anticipation or obviousness has been established. In re Best, 562 F.2d 
1252, 1255, 195 USPQ 430, 433 (CCPA 1977). "When the PTO shows a sound basis for 
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believing that the products of the applicant and the prior art are the same, the applicant 
has the burden of showing that they are not." In re Spada, 911 F.2d 705, 709, 15 USPQ2d 
1655, 1658 (Fed. Cir. 1990). Therefore, the prima facie case can be rebutted by evidence 
showing that the prior art products do not necessarily possess the characteristics of the 
claimed product. In re Best, 562 F.2d at 1255, 195 USPQ at 433. 

Therefore, in view of the benefits of using bioabsorbable radiopaque markers in grafts 
to enhance radiopacity and visualize the placement of the implantable graft, as taught by 
Stinson, it would have been prima facie obvious for one of ordinary skill in the art to 
incorporate a radiopaque marker in the implantable multilayer device taught by Badylak. 
A person of ordinary skill would have had a good reason to dispose the radiopaque 
marker between any of the strips of the multilayer implantable device in an attempt to 
improve radiopacity for imaging, as a person with ordinary skill has good reason to 
pursue the known options within his grasp. The use of bioabsorbable collagenous 
materials as well as radiopaque elements was routine or well-established in the art at the 
time of filing. Furthermore, the disclosure of the specification as-filed fails to provide any 
new elements in the product as claimed. 

Response to Applicants' Arguments as they apply to rejection of claims 54-60, 
62, 66 and 67 under 35 USC § 103 

At pages 5 and 6 of the Remarks, Applicants essentially argue that Stinson 
explicitly states that "the markers of the invention can be segregated into types: threaded 
and discrete bioabsorbable markers." In addition, Applicants cite Stinson' s Figures 5 and 
1 1 allegedly providing support for the contention that Stinson' s markers could be only 
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threaded or woven to the Badylak graft but not disposed in between layers of the graft 
material. Such is not persuasive. 

Though Figure 5 discloses examples of threaded markers in a braided helical 
pattern on an implantable endoprosthesis (page 5, paragraph [0044]); page 7, paragraphs 
[0066] [ 0069], and Figure 1 1 illustrates discrete bioabsorbable-radiopaque markers 
made by forming small rings or coils of bioabsorbable-radiopaque, respectively, Stinson 
teaches alternative embodiments of bioabsorbable-radiopaque markers no looped (e.g., 
threaded or woven) one or more times to a filament For example, at page 8, paragraph 
[0081], Figure 9 discloses a bioabsorbable-radiopaque marker (e.g., 14) disposed in pores 
(e.g., 35) having the pores connected to a reservoir of radiopaque material that allows the 
radiopaque material disposed in the marker to exit from the marker. Indeed, 
in addition to the marker as a mono-filament, multi-filament, thread, ribbon and suture, 
Stinson discloses throughout the document markers including one or more hollow, cavity, 
porous, and combinations thereof wherein the radiopaque material is disposed (p.2, 
paragraph [0021];p. 3, paragraphs [0030][0031]). Thus the teaching of discrete 
bioabsorbable-radiopaque markers made by forming small rings or coils of 
bioabsorbable-radiopaque filament around features of the implantable endoprosthesis 
does not precluded the success of alternative embodiments drawn to disposed 
bioabsorbable-radiopaque markers in between layers of graft material. 


Conclusion 

Claims 54-60, 62, 66 and 67 are rejected. 
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THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply expire later than 
SIX MONTHS from the mailing date of this final action. 


Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Maria Leavitt whose telephone number is 571-272-1085. 

The examiner can normally be reached on M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach, Ph.D can be reached on (571) 272-0739. The fax phone 
number for the organization where this application or proceeding is assigned is 703-872- 
9306. 

To aid in correlating any papers for this application, all further correspondence 
regarding this application should be directed to Group Art Unit 1633; Central Fax No. 
(571) 273-8300. Any inquiry of a general nature or relating to the status of this 
application or proceeding should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can 
be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
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Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has been 
corrected. The USPTO's Patent Electronic Business Center is a complete service center 
supporting all patent business on the Internet. The USPTO's PAIR system provides 
Internet-based access to patent application status and history information. It also enables 
applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 


Maria Leavitt, PhD 
Patent Examiner P/1633 
Remsen 2B55 
Phone: 571-272-1085 

/Michael Burkhart/ 

Primary Examiner, Art Unit 1633 


